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Section F 510(k) Sumrﬁary
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E-CUBE 7
Ultrasonic Pulsed Doppler Imaging System
System, Imaging, Pulsed Doppier Ultrasonic

Ultrasonic Pulsed Doppler Imaging System, 21CFR 892.1550 90-
YN

Ultrasonic Pulsed Echo Imaging System, 21CFR 892.1560, 90-1YQ
Diagnostic Ultrasound Transducer, 21CFR 892.1570, 90-1TX

K120060 E-CUBE 9 Diagnostic Ultrasound System

E-CUBE 7 product is an ultrasound imaging system for medical
diagnosis. The system platform provides optimal patient diagnosis
workflow with the 18.5" wide flat panel display, ergonomic control
panel with easy user interface, optimal image guality.

The device is intended for use by a qualified physician for the
evaluation of soft tissue and blood flow in the clinical applications;
Fetal, Abdominal {renal & GYN/pelvic), Pediatric; Small Qrgan
(breast, testes, thyroid); Trans-rectal(TR); Trans-vaginal(TV};
Musculo-skeletal{Conventional);  Musculo-skeletal  (Superficial),
Cardiac (aduit & pediatric); Peripheral Vascular (FV); and Urclogy
(including prostate).

ALPINION MEDICAL SYSTEMS Co., Ltd.
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510(k) E-CUBE 7

Technology: E-CUBE 7 employs the same fundamental scientific technology as
its predicate device.

Determination of Summary of Non-Clinical Tests:
Substantial Equivalence:;

E-CUBE 7 has been evaluated for biocompatibility, acoustic output
as well as thermal, electrical, electromagnetic, and mechanical
safety, and has been found to conform to applicable medical device
safety standards. E-CUBE 7 and its application comply with
voluntary standards as detailed in this premarket submission. The
following quality management system measures were applied to the
development of E-CUBE 7:

+ Medical Device Risk Management
Requirements Reviews
Design Reviews
Component Verification
Integration Review (System Verification)
Performance Testing (System Verification)
Safety Testing (Compliance Test)

¢ Design Validation
Transducer materials and other patient contact materials are
biocompatible.

* & & 5 o

Summary of Clinical Tests:

The subject of this premarket submission, E-CUBE 7, did not require
clinical studies to support substantial equivalence.

Conclusion; ALPINION MEDICAL SYSTEMS Co., Lid. considers E-CUBE 7 to
be as safe, as effective. Performance, technology and software are
substantially equivalent to the predicate device.

@ The discussion about the technologica! and software

differences between E-CUBE 7 and the predicate device;
Some image parameters are added for operational
convenience which means these parameters do not affect to
the measurement accuracy. So there is no significant
difference in essential performance, safety and effectiveness
with the predicate device and the image parameter functions
do not change the intended use.

ALPINION MEDICAL SYSTEMS Co., Ltd. will update and include in this summary any other
information deemed reasonably necessary by the FDA or the requirements will be published in
guidance documents.

- - - - - O 0O — - - - - = .. - — — - - ]
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Alpinion.Medical Systems Co.. Lid.

% Mr. Donghwan Kim .

QARA Manager

I, 6 and 7FL Verdi Tower

72 Digital-ro(81) 26-gil(Rd)

Guro-gu. Seoul 132-848

REPUBLIC CF KOREA

Re: K132687
Trade/Device Name: -cube 7
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging sysiem
Regulatory Class: 11
Product Code: IYN.IYO, I'TX
Dated: August 26. 2013
Received: Seplember 4, 2013

Decar Mr. Kim:

We have reviewed your Scction 510(k) premarket notification of intent to market the device
relerenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) w legatly marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or Lo
devices that have been reclassilied in accordance with the provisions of the Federal Food. Drug.
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may. therefore, market the device. subject 1o the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration. listing of
devices. good manufacwring practice, labeling. and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you. however, that device labeling must be truthful and not misleading.

This determination of substantial cquivalence applics 10 the Tollowing transducers intended for
use with the E-cube 7. as described in your premarket notification:

Transducer Model Number

Cl-6 13412 §P1-5
IEIN3-10 1:3-10 VCI1-6
1.3-8 5C1-6 1.3-1281
SP3-8 C3-8 1.3-1201%P
103-12 L§-17 CW 2.0

CW5.0 EV3-10 EC3-10



Page 2—Mr. Kim

If your device is classified (see above) into either class 11 (Special Controls) or class [l (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Titie 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation contro! provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800} 638 2041 or {301) 796-7100 or at its Internet address

hup:/Awww. fda.goviMedical Devices/ResourceslorY ou/Industryv/delault.him. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification™ (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CFR Part 803), please go to
hip:/www fda.gov/Medical Devices/Saletv/ReportaProblem/de fault.hun for the CDRH's Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

hitp://www.fda.pov/Medical Devices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

)

Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radioclogical Health

Enclosure
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Section E Indications for Use Statement

510(k) Number (if known): K132687

Device Name: E-CUBE 7

Indications for Use:

The device is intended for use by a qualified physician for the evaluation of soft tissue and blood
flow in the clinical applications; Fetal; Abdominal {renal & GYN/pelvic), Pediatric; Small Organ
.(breast, testes, thyroid); Trans-rectal(TR); Trans-vaginal{TV); Musculo-skeletal(Conventional);

Musculo-skelelai (Superficial); Cardiac (adultépediatric); Peripheral Vascular (PV); and Urology
(including prostate).

Prescription Use J AND/OR Over-The-Codnter Use;
{Part 21 CFR 801 Subpart D) (Part 21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concumrence of CDRH, Office of In-Vitro Diagnostic Devices (OIVD)

o)

{Division Sign-OfT)
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health

510(k) K132687

ALPINION MEDICAL SYSTEMS Co, Ltd. E-1
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use
E-CUBE 7 Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clintcal Application Mode of Operation
B|m| PWD | CWD | Color Power Tissug Combined® | Other**
: Doppler | Doppler | Harmonlc | ({Spocify) | (Specify)
Imaging
Ophthalmic
Felg! P|P P P P P P P
Abdominat PP P P P P P P
Intra-operalive (Specify)
Intra-gperative {Neuro)
Laparoscopic
Pediatric PP P P P P p P
Small Organ el P P P P p
{breast, testes, thyroid)
Necnata! Cephalic
Adult Cephatic
Trans-rectal PP P P P [ P
Trans-vaginal P|P P P P P P
Trans-urethral
Trans-asoph. (non-Card.}
Musculo-skeletal plp P P p p p
{Conventlional)
Muscuto-skeletal
PP P P P P P
(Superficial}
Intravascutar
Cardiac Adul P P
Cardiac Pedlatric P P
Intravascuiar (Cardiac)
Trans-@soph, (Cardiac)
Intra-cardiac
Peripharal vessel PP P P P P P
Urclogy (including prostate) PP P P P P P P

K132887

N = new Indication; P = praviously cleared by FDA K123811, E = added under appendix
* Combined: B/Cotor Doppler, B/PWD, B/Color Doppler/PWD; **Other: 3D, 40

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED])
Concurrence of CORH, Office of In-Vitro Diagnostic Devices (CIVD)

Proscription User {Per 21 CFR 801.109)

e e S ——

ALPINION MEDICAL SYSTEMS Co., Ltd.

E-2
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Diagnostic Ultrasound Indications for Use
E-CUBE 7 with C1-6 Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Applicalion Mode of Operation

B[M] PWD | CWD | Calor | Powar | Tiasue | Combinod® | Other” |
Doppler { Depplar | Harmonic | (Spocify} | {Specity)
imaging

Ophthaimic
Fetal P|P P P P P P
Abdominal PP P P P P P
Intra-operative [Specity)
Intra-gpearative (Neuro}

Laparoscopic
Pediatric P|P 3 P P P [
Small Organ

(breast, tesles, thyroid)
Neonatal Cephalic
Adull Cephalic
Trans-rectal

Trans-vaginal
Trans-ursihral
Trans-esoph. (non-Card.)
Musculo-skeletal
{Conventional)
Musculo-skeleta)
(Superficieh
Intravascular

Cardiac Adult

Cardiac Pediatic
Intravascular {Cardiac)

Trans-esoph. {Cardiac)

Inira-cardlac
Pertpheral vessel
Urology (including prostatey | P | P P P P P P
N'= new indication; P = previously cleared by FDA K121729; E = added under appendix

* Combined: B/Color Doppler, B/FFWD, B/Color Doppler/PWD; **Other: 3D, 4D

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of In-Vitro Diagniostic Devices (OIVD)

Prescriplion User (Per 21 CFR 801.109)
e e S ——r e

ALPINION MEDICAL SYSTEMS Co,, Ltd. E-3
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Diagnostic Ultrasound Indicaticns for Use
E-CUBE 7 with L3-12 Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Operation

B |M| PWD | CWD | Color Power Tiasue Combinod* | Othor**
Dopplor | Doppler | Hermonlc | (Spocify) | (Speocily)
Imaging

Ophthalmic

Fetal

Abdominal
Intra-pperalive {Specify)
Intra-operative {Neuro}
Laparoscopic

Pedlatric PlP P P P P P
Small Organ

{breas\, testes, thyroid)
Neonatal Cephalic
Adutt Cephalic
Trans-rectal

Trans-vaginal

Teans-urathral

Trans-esoph. (non-Card.}

Musculo-sketstal P
{Conventional)

Musculo-sketetal b
(Suporficial)
Intravascular

Cardiac Adult

Cardiac Pediatric
Intravascular (Cardlac)
Trans-esoph. (Cardiac)

Intra-cardiac
Paripheratl vessel PP P P P P P
Urology {including prostate)
N = new indication; P = praviously cleared by FDA K121729: E = added under appendix
* Combineg: B/Color Doppler, BIFWD, 8/Color Doppler/PWD; **Other: 3D, 40

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In-Vitro Diagnostic Devices (OIVD)

" Prescription User (Per 21 CFR 801.108)
. ____

ALPINION MEDICAL SYSTEMS Co, itd. E-4

K132647 ' Page 004 of 020
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Diagnostic Ultrasound Indications for Use
E-CUBE 7 with SP1-5 Transducer

“Intended Use: Diagnostic ultrasound imaging or fluid fiow analysis of the human body as follows:
Clinical Application Mode of Opseration

B [M| PWD | CWD | Color Power Tissuo | Combingd® | Other* |

Ooppler | Doppler | Harmonic | (SpeciHy) | (Spocify)

Imaging

Ophthalmic
Fetal
Abdominal PP P P P P P
Intra-operalive {Specify)
Intra-operative (Neuro)
Laparoscopic

Pediatric P|P P P P P P
Small Organ

(breast, lestes, thyroid)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph. {non-Card.)
Musculo-skelalal
{Conventlonal)
Musculo-skelatal
(Superficlal}
Intravascular

Cardiac Adult P|P P N P P P P
Cordiac Pediatric
Intravascular (Cardiac)
Trans-asoph. (Cardiac)

Intra-cardiac

Peripheral vessel

Urolopy (inchuding prostale)
N = new Indication; P = previously cleared by FDAK121729; E = added under appandix
* Combined: B/Celor Doppler, B/PWD, B/Color Doppler/PWOD; =Qther: 3D, 4D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH, Office of In-Vitro Diagnostic Devices (CIVD)

Prescription User (Per 21 CFR 801.108)
ALPINION MEDICAL SYSTEMS Co,, Ltd. : k-5

K1326887 . Page 005 of 020
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Diagnostic Ultrasound Indications for Use
E-CUBE 7 with EN3-10 Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Operation :

B M| PWD { CWD | Color Powar Tisaue Combined* | Othor**
Doppler | Dopptar | Harmonic | (Spacify) | (Spacity)
Imaging

Ophthalmic

Fetal

Abdominal
Intra-opearaiive (Spacify)
Inira-oparalive (Neuro)
Laparoscopic
Pediatric

Small Organ

(breast. testes, thyroid}
Naonatal Cephalic
Adull Cephalic
Trans-rectal PP F 3 P P 3
Trans-vaginal P|P P P P P P
Trans-urethral
Trans-asoph. (non-Card.)
Musculo-skelelal
{Conventional)

Musculo-skeletal
(Superficial}
Intravascular

Cardiac Adull

Cardiac Pediatric
Intravascular (Cardiac)
Trans-esoph. {Caxdiac)
Intra-cardiac
Periphera! vessel
Urology {including prostate) PP P P P P P
N = new indicalion; P = praviously cleared by FDA K121729; E = added under appendix

* Combined: B/Color Doppler, B/FWD, B/Color Doppler/FWD; *"Other; 30, 4D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of In-Vitro Diagnostic Devices (OIVD)

Prescriplion User {Per 21 CFR 801,108)

ALPINION MEDICAL SYSTEMS Co., Ltd. E-&

K132687 Psge 006 of 020
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Diagnostic Ultrasound Indications for Use
E-CUBE 7 with E3-10 Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
[ Climica! Appiication Mode of Operalion _
B|mMm| PWD | CWD | Color Powor Tissue | Combined* | Othor*
Doppler | Doppler | Harmonic | (Spocity) | (Spocify)
Imagling

Ophthalmic

Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric

Small Organ

{braasl, testes, thyroid)
Neonata! Cephatic
Adult Cephallc -
Trans-recta P|P P P P P
Trans-vaginal PP P P P

Frans-urethral

Trans-esoph. {non-Card.)
Musculo-sheletal
(Conventional}
Musculo-skelslal
{Superficial}
Intravascular

Cardlac Adull

Candiac Pediatric
Infravascutar (Cardiac)
Trans-esoph. (Cardiac)

Intra-cardiac

Peripheral vessel
Urotogy (incluging prostate) PP P P P [
N = new indication; P = previously cleared by FDAK121729; E = addad under appendix

* Combined: B/Color Doppler, B/PWD, BiColor Doppler/PWD; ~Other: 3D. 4D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of in-Vitro Diagnostic Devices (OIVD)

Prescriplion User (Per 21 CFR 801.109)
ALPINION MEDICAL SYSTEMS Co,, Lid. | E-7

K132687 Page 007 of 020
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Diagnostic Ultrasound Indications for Use
E-CUBE 7 with VC1-6 Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
B|M| PWD | CWD | Color Powor Tissuo Combinod* | Othor**
Dopplor | Doppler | Hermonlc | (Spocify} | (Specity)
Imaging

Ophthalmic
Fetal PplP| P P P P P P
Abdominal e(r] P P P P P P
Intra-cperaiive {Specify)
Inira-gparaliva {Nauro)
Laparoscopic
Pediatric PIR| P P P P P P
Small Organ
(braasl. testes, thyrold)
Neonatal Caphallc
Adult Cephalic
Trans-rectal

Trang-vaginal
Trans-urethral

Trans-asoph. (non-Card.)
Musculo-skeletal
{Convontional)
Musculo-skeletal
(Suparficial)
Intravascular

Cardiac Adult

Cardlac Pediatric
intravascular (Cardiac)
Trans-asoph. {(Cardiag)
Intra-cardiac

Peripheral vessel
Urology (including prostate) | p | P P P P P -3 N
N = new ndication; P = praviously cleared by FDA K120080; E = edded under appendix

* Combined: BiColor Doppler, 8/PWD. B/Color Dopples/PWD; **Other: 3D, 40

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of In-Vitro Diagnostic Devices (OIVD)

Prescription User (Par 21 CFR 801.108) .
e e ______]
ALPINION MEDICAL SYSTEMS Co., Ltd. E-8
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Diagnostic Ultrasound Indications for Use
E-CUBE 7 with L3-8 Transducer

Intended Use: Diagnostic ultrasound imagihg or fluid flow analysis of the human body as follows:

Clinical Application Mede of Operation
B | M| PWD | CWD Color Powor Tissue Combined® { Othor**
Doppler | Doppler | Harmenic | (Spocity) | {Spocity)
Imaging

Ophthatmic

Feta!

Abdominal
Intra-operative (Specify)
intra-operalive (Neuro)
Laparoscopic

Pediatric plp P P P P- P
Smatl Organ

(breasl, tesies, thyroid)
Neonatal Caphalic
Adull Cephalic
Trans-rectal

Trans-vaginal
Trang-urathral
Teans-esoph. (non-Card.)
Musculo-skelelal p
(Convontional)
Musculo-skelstal p
(Superficlal}
Intravascular

Cardiac Aduit

Cardiac Pediatric
Intravascular (Cardiac)
Trana-psoph. (Cardlag)

Intra-cardiac

Peripherat vessal plpP P P ) P P

Urolagy {including prostata}
N = new ingicalion; P = praviously cleared by FDA K120060; E = added under appendix
* Combined: B/Color Doppler, B/PWD, B/Cotor Doppler/PWD; “*Other: 30, 40

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of In-Vitro Diagnostic Devices (OIVD)

Prescription User {Per 21 CFR 801.109)
P ]
ALPINION MEDICAL SYSTEMS Co., Ltd. E-9

K132687 ) Page 009 of 020
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Diagnostic Ultrasound Ind'ications for Use
E-CUBE 7 with SC1-6 Transducer

intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clintcal Apptication Mode of Cperation

B | M| PWD | CWD Color Powor Tissuo Combined* | Otkor*
Dopplor | Dopplor | Harmonle | (Specily) | (Spocity)

Imaging

Ophthaimic
Fotal PP} P P P P P
Abdominal e{P| P P P P P
intra-operalive (Specify}
Intra-operative (Neuro)
Laparoscopic
Pediatric P|lP ] P P P P
Small Organ
{breast, testes, thyroid)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginat
Trana-urethral

Trans-esoph. {non-Card.)

Muscuio-skelelal
{Conventional)
Musculo-skeleta!
(Superficial)
Intravascular

Cardglac Adull

Cardiac Pediatric
Intravascular (Cardiac)
Trans-gs0ph. (Cardiac)

Intra-cardiac
Peripheral vessel
Urclogy {including prostate) { p | p P P P P P
N = now indication; P = previously cleared by FDA K120060; E = added under gppandix

* Combined: B/Color Doppler. BIPWD, B/Color DopplerfPWD;, **Other. 3D, 4D

@LEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In-Vitro Diagnostic Devices {OIVD)

Prescription User (Per 21 CFR 801.109)
.

ALPINION MEDICAL SYSTEMS Co, Ltd. E-10
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Diagnostic Ultrasound Indications for Use
E-CUBE 7 with L 3-12H Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Applicalion Mode of Operation

B | M| PND | CWD | Color | Powor | Tissuo | Gombined® | Othor"
Ooppler | Doppler | Harmonle | (Specify) | (Bpocify)
lmaglnﬁ

Ophihatmic

Fetel

Abdominal
Intra-operalive (Specily)
Intra-oparetive {Neuro)
Laparoscopic

Pediatric PP P P P P P

Small Organ

(breast, testes, thyroid)
Napnatal Cephalic
Aduit Cephalic
Trans-recial

Trans-vaginal

Trans-urethral

Trans-gsoph. (non-Card.)

Musculo-skeletal
{Conventionaf}

Musculo-skeletal
(Suporficial)
Intravascular

Cardiac Adult

Cardiac Padiatric
Intravascular (Cardiac)
Trans-esoph. (Cardiac)

Intra-cardiac

Peripheral vessel PP ) P ) P P
Urology {including prosiata)
N = new indicalion; P = previously cleared by FDA K120080; E = addod under appendix
* Combined: B/Color Doppler, B/iPWD, B/Color Doppler/PWOD; **Other: 3D, 40

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Cffice of In-Vitro Diagnostic Devices {OIVD)

Prescription User (Par 21 CFR 801.108)
e ]

ALPINION MEDICAL SYSTEMS Co., Ltd. E-11
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Diagnostic Ultrasound Indications for Use
E-CUBE 7 with SP3-8 Transducer

Intended Use: Diagnostic ultrasound imaging or fluid low analysis of the human body as follows:
Clinical Application Mode of Operation

B [ M| PWD | CWD | Color Power Tisguo Combinod* | Other**
Dopplor | Doppler | Harmonic | (Specify) | (Spocify}

imaging

Ophthalmic
Fotal
Abdominal PIP ) ) g P P
Intra-operative (Spedily)
Intra-operalive (Neuro)
Laparescopic
Pediatric P{P| P P P P P
Small Organ
(breast, testas, thyroid)
Neonalal Cephatic
Adull Cephalic
Trans-rectal

Trang-vaginal

Trans-urelhral

Trens-esoph. (non-Card.)

Musculo-skeleta!
{Conventional)
Musculo-skelelal
(Superficial)
Intravascular
Cardiac Adull
Cardiac Pediatric PlpP P P [ P P. 3
! Intravascuiar {Cardiac)

Trans-esoph. {Cardiac)

Intra-cardiac

Peripheral vessal

Urology (including prosiate)
N = new indication; P = previously cleared by FDA K120060; E = added under appendix
* Combined: BfColor Doppler, BfPWD, B/Color Doppler/PWD: **Other: 3D, 4D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In-Vitro Diagnostic Devices (CIVD)

Prescription User {Per 21 CFR 801.108)
P T

ALPINION MEDICAL SYSTEMS Co., Ltd. . . E-12
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Diagnostic Ultrasound Indications for Use
E-CUBE 7 with C5-8 Transducer

intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinicat Application Mode of Operation

B |M]| FWD | CWD | Color | Power | Tissue | Combined® | Other
Doppler | Doppler | Hearmonic | (Specify) | (Spocify)

Ophthalmic
Fetal

Abdeminal NN N N N N N
Intra-operalive (Specify} ’

Intra-operative {Neuro)

Leparoscopic
Pediatric NN N N N N N
Small Organ

(breast, testes, thyroid}
Neonatal Cephalic
Adult Cephalic
Trans-recta)

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal
{Conventicnal)

Musculo-sheletal
{Superficial
Intravascular
Cardiac Adult

Cardiac Pedlstric N|N N N N N N

Intravascular (Cardiac)
Trans-asoph. {Cardiac)
Intra-cardiac

Peripheral vessel

Urclogy (including prostate)
N = now indication; P = previously cleared by FDA; E = added under appendix
* Combined: B/Color Doppler. B/PWD, B/Color DopplerPWD; ~Other: 3D, 4D

PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDE
Concurrence of CDRH, Office of In-Vitro Diagnostic Devices (OIVD)

Prescription User (Per 21 CFR 801.108)

e e et ———r
" ALPINION MEDICAL SYSTEMS Co., Ltd. E-13
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510(k) E-CUBE 7 :
e —
Diagnostic Ultrasound Indications for Use
E-CUBE 7 with L3-12H"" Transducer

p—

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Made of Operation
B | M| PWD | CWD Color Powor Tissuo Combincd* | Cthor**
Doppler | Doppler | Harmonle | (Specity} | (Spocify)
imaging

Ophthatmic

Fetal

Abdomingl
Intra-operalive (Spacily)
Intra-operative (Neure)
Laparoscopic

Pedistric

Small Organ

(breast, 1estos, thyroid)
Neonalal Cephalic
Adull Cephalic
Trang-roctal
Trans-vaginal

Trans-urethrat
Trans-650ph, (non-Card.)
Musculo-sketetal
{Conventional)

Musculo-skeletal
(Supeorficial)
Intravascular
Cardiac Adult
Cardiac Pediatric

Intravascular (Cardiac)

Trans-gsoph. {Cardiac)

Intra-cardiac

Periphersi vessel

Urology (including prostale)
N = now Indication; P = praviously cleared by FDA; E = added under appendix
* Combined: B/Colar Doppler, BIPWD, B/Color Doppter/PWD; **Other: 3D, 4D

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of In-Vitro Diagnostic Devices (QIVD)

Prescriplion User (Per 21 CFR 801.109)

e e e —y
ALPINION MEDICAL SYSTEMS Co., Ltd. E-14
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510(k) E-CUBE 7

Diagnostic Ultrasound Indications for Use
E-CUBE 7 with 103-12 Transducer

intended Use: Diagnostic ultrasound imaging or fluid flow anzlysis of the human body as follows:

Clinical Application Mode of Operalion

B [M| PWD | CWD | Color Powor Tiseue | Combined® | Othor*
Dopplor | Doppler | Harmonic (Spocity) | (Spocity}
Imaging

Ophthalmic

Featal

Abdominal

Intra-operative (Spacﬁy)

Intra-opearalive (Neuro)

Laparoscopic

Pediatric

Small Organ
(breas!, testas, thyroid}

Nagnatal Cephzlic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-ursthral

Trans-esoph. {non-Card.)

Musculo-skeletal
(Conventional)

Musculo-skeletal
{Superficial)

Intravascular

Cardiac Adull

Cardlac Pediatric

Intravascular {Cardlac)

Trans-asoph. {Cardiac)

Intra-cardiac

Peripheral vassel

Urglogy (including prostate)

K132687

N = naw indication; P = previously cleared by FDA; E = added under appendix
* Combinad: B/Cotor Doppler, B/PWD, B/Color Doppler/PWD; *Other: 3D, 4D

PLEASE DO NO TE BELOW THIS LINE-CONTINUE THER PAGE IF D
Concurrence of CORH, Office of In-Vitro Diagnostic Devices (OIVD)

Prascription User (Per 21 CFR 801.108)
w
ALPINION MEDICAL SYSTEMS Co,, Lid, E-15
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510(k) E-CUBE 7 :
——— —— ————— ——— — ————_——————————————————————————— ]
Diagnostic Ultrasound Indications for Use
E-CUBE 7 with L8-17 Transducer

Intended Use: Diagnoslic ultrasound imaging or fluid flow analysis of the human body as follows:

Ctinical Application Mode ol Operation
B (M| PWD | CWD | Color Powor Tissue Comblned® | Other**
Dopplor | Dopplor | Harmonic | (Speclfy) | (Spocify)

imaging

Ophthatmic
Fala!
Abdominat

Intra-gperative (Specify)
intra-operative (Neuro)

Laparescopic
Pediatric NN N N N N N
Small Organ

(breast, lestes, thyroid}
Negnata! Cephalic
Adult Cephalic
Trans-rgclal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.}
Musculo-sketelal
{Conventlonal}

Muscuio-skelstal
{Superficlah
Intravascular

Cardiac Adull

Cardiac Pediatiic
Intravascular (Cardiac)
Trans-esoph. {(Cardiac)
intra-cardiac
Peripheral vessel N[N N N N N - N
Urology (including prostate)
N = new indication; P = previously cleared by FDA; E = added under appendix
* Combined: B/Color Dopplar, BFFWD, B/Color Doppler/PWD; **Qther: 3D, 4D

P SE DO NOT WRITE BELOW THIS LINE-CONTINUE ANOTHER PAGE IFf NEEDED
Concurrence of CDRH, Office of In-Vitro Diagnostic Devices (OIVD)

Prescription User {Per 21 CFR 801.108)

e ————— Py ——
ALPINION MEDICAL SYSTEMS Co., Ltd. E-16
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510(k) E-CUBE 7
e

Diagnostic Ultrasound Indications for Use
E-CUBE 7 with CW 2.0 Transducer

Intended Use; Diagnostic ulirasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Operation

B|M| PWD | CWD | Color Powor Tissuo Combined* | Othor**
Ooppler | Doppler | Harmonic | (Specify}) | (Spocity)
Imaging

Ophthatmic
Fetal
Abdominal

Intra-operative (Specify)

intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ

(breast, ltestes, thyroid)
Neonatal Cephalic
Adull Cephalic
Trans-rectal

Trans-vaginat

Trans-urethral .

Trans-asoph. (non-Card.)

Musculo-skeletal
{Conventional)
Muscuto-skeletal
{Superficiah
intravascular
Cardiac Adult P

Cardiac Padiatric -]

Intravascular (Cardiac)

Trans-esoph. {Cardiac)

Intra-cardiac

Peripheral vessel

Urology (including prostate)
N = naw indlcation; P = previously cleared by FDA K123610; E = added under appendix
* Combined: 8/Cclor Doppler, B/PWD, B/Cotor Qoppler/PWD; **Other: 3D, 4D ‘

{PLEASE DQ NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH, Office of In-Vitra Diagnostic Devices (OIVD)

Prascription User (Per 21 CFR 801.108)

o e e L
ALPINION MEDICAL SYSTEMS Co,, Ltd. £-17
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510(k) E-CUBE 7

e e —

Diagnostic Ultrasound Indications for Use
E-CUBE 7 with CW5.0 Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinica! Application Mode of Operallon
B M| PWD | CWD Cator Powor Tissuo Combinod* | Othor**
Dopplor | Dopplor | Harmonle | {Spocily) | (Specity)
Imaging

Ophthatmic
Fetal

Abdominal

Inlre-oparative (Spedify)
Intra-operative (Neuro}
Laparoscopic

Pediatric

Small Organ

(braas|, testes, thyroid)
Neonalal Cephalic
Adull Cephalic
Trans-racial

Trans-vaginal

Trans-urethral
Trans-esoph. (non-Card.}
Muscuio-skeletal
{Conventional)
Musculo-sketalal
(Superficial)
Iniravascular

Cardiac Adull P
Cardiac Pediatric P

Intravascular {Cardiac)

Trans-esoph. (Candiac)

Intra-cardiac

Peripheral vessal

Urology (including prostate}
N = new indication; P = previously cleared by FDAK123610; E = added under appendix
* Combined: B/Color Doppler, B/PWD, R/Color Doppler/PWD: **Other: 3D, 4D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRHM, Office of In-Vitro Diagnostic Devices (OIVD)

Proscription User (Per 21 CFR 801.108)

e ————— e S e )
ALPINION MEDICAL SYSTEMS Co., Ltd. E-18
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510(k) E-CUBE 7
P ——"""—/———— — ]

Diagnostic Ultrasound Indications for Use
E-CUBE 7 with EV3-10 Transducer

intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mede of Operation
B|M| PWD | CWD Color Power Tiasuo Combined® | Othor**
Dopplor | Doppler | Hamonic | (Spoclfy) | (Specify)
imaging

Ophtha'mic
Fetal
Abdominat

intra-pperative {Specify)
Intra-opearaliva {Neurg)

Laparoscopic
Pedistric

Small Organ

(breast, testes, thyroid}
Neonatal Caphalic
Adull Cephalic
Trans-recial NN N N N N
Trans-vaginal N[N N N N N
Trang-urathral

Trans-esoph. {non-Card.)

Musculo-skeletal
{Convontional)
Musculo-skeletal
(Superficial)
Intravascular
Cardlac Adull
Cardiac Pediatric

Intravascular {Cardiac)

Trans-esoph. (Cardiac) °

Intra-cardiac

[~ Peripharal vessel
Urology (including prostate) | N | N N N N N
N = new indication; P = previously cleared by FDA; E = added under appendix
* Combined: B/Color Deppler, B/PWD, B/Cator Doppler/PWD; **Other: 3D. 4D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of In-Vitro Diagnostic Devices {(OIVD)

Prescription User (Per 21 CFR 801.109)

e e e e ————————
ALPINION MEDICAL SYSTEMS Co,, Lid, E-19
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510(k) E-CUBE 7

I ————————————————————— — /]

Diagnostic Ultrasound Indications for Use
E-CUBE 7 with EC3-10 Transducer

Intended Use: Diagnostic ultrasound imaging or fluid fiow analysis of the human body as follows:

Clinical Applicallon Mode of Operation
B M| PWD | CWD Color Powor Tissuo Combinod* | Other
Doppter | Dopplor | Harmonic | ({Spocity) | (Spoclfy)

imaging

Ophthalmic
Fetal
Abdominat

Intra-operative {Specify)
Inira-operative (Neuro)
Laparoscopic

Pediatric

Small Organ

({breast, lestes. thyroid)
Noonatal Cephalic
Adult Cephalic
Trans-rectal N | N N N N N
Trans-vaginal N[N N N N N
Trans-urethral

Trans-esoph. (non-Card.}

Musculo-skelatal
{Conventional)

Musculo-sheletal
(Suportficial)
Intravascutar
Cardiac Adult
Cardiac Pedlaltric

Inravascular {Cardiac)

Trang-asoph. {Cardiac)

Intra-cardiac

Petipheral vessel

Urology (including prostate) N | N N N N N
N o new Indicalion; P = previously cleared by FDA; E = added under appendix
* Combined: BfColor Doppler, B/FWD, B/Coler Doppler/PWD; = Other: 30, 4D

PLEASE DO NOT E BELOW THIS LINE-CONTINU NOTHER PAGE IF D
Concurrence of CDRH, Office of in-Vitro Diagnostic Devices {QIVD)

Prescription User (Per 21 CFR 801.108)
w
ALPINION MEDICAL SYSTEMS Co., Ltd. - E-20
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